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unit or appears in a leaflet or brochure
which accompanies the package:1!

This radioactive material may be received,
acquired, possessed, and used only by physi-
cians, veterinarians in the practice of veteri-
nary medicine, clinical laboratories or hos-
pitals and only for in vitro clinical or labora-
tory tests not involving internal or external
administration of the material, or the radi-
ation therefrom, to human beings or ani-
mals. Its receipt, acquisition, possession,
use, and transfer are subject to the regula-
tions and a general license of the U.S. Nu-
clear Regulatory Commission or of a State
with which the Commission has entered into
an agreement for the exercise of regulatory
authority.

(Name of Manufacturer)

(e) The registrant possessing or using
byproduct materials under the general
license of paragraph (a) of this section
shall report in writing to the Director,
Office of Federal and State Materials
and Environmental Management Pro-
grams, any changes in the information
furnished by him in the ’Registration
Certificate—In Vitro Testing With By-
product Material Under General Li-
cense.”” Form NRC-483. The report
shall be furnished within 30 days after
the effective date of such change.

(f) Any person using byproduct mate-
rial pursuant to the general license of
paragraph (a) of this section is exempt
from the requirements of parts 19, 20,
and 21, of this chapter with respect to
byproduct materials covered by that
general license, except that such per-
sons using the Mock Iodine-125 de-
scribed in paragraph (a)(7) of this sec-
tion shall comply with the provisions
of §§20.2001, 20.2201, and 20.2202.

[33 FR 16553, Nov. 14, 1968]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §31.11, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§31.12 General license for certain
items and self-luminous products
containing radium-226.

(a) A general license is hereby issued
to any person to acquire, receive, pos-
sess, use, or transfer, in accordance

1Labels authorized by the regulations in

effect on September 26, 1979, may be used
until one year from September 27, 1979.

§31.12

with the provisions of paragraphs (b),
(c), and (d) of this section, radium-226
contained in the following products
manufactured prior to November 30,
2007.

(1) Antiquities originally intended for
use by the general public. For the pur-
poses of this paragraph, antiquities
mean products originally intended for
use by the general public and distrib-
uted in the late 19th and early 20th
centuries, such as radium emanator
jars, revigators, radium water jars,
radon generators, refrigerator cards,
radium bath salts, and healing pads.

(2) Intact timepieces containing
greater than 0.037 megabecquerel (1
microcurie), nonintact timepieces, and
timepiece hands and dials no longer in-
stalled in timepieces.

(3) Luminous items installed in air,
marine, or land vehicles.

(4) All other luminous products, pro-
vided that no more than 100 items are
used or stored at the same location at
any one time.

(5) Small radium sources containing
no more than 0.037 megabecquerel (1
microcurie) of radium-226. For the pur-
poses of this paragraph, ‘‘small radium
sources’ means discrete survey instru-
ment check sources, sources contained
in radiation measuring instruments,
sources used in educational demonstra-
tions (such as cloud chambers and
spinthariscopes), electron tubes, light-
ning rods, ionization sources, static
eliminators, or as designated by the
NRC.

(b) Persons who acquire, receive, pos-
sess, use, or transfer byproduct mate-
rial under the general license issued in
paragraph (a) of this section are ex-
empt from the provisions of 10 CFR
parts 19, 20, and 21, and §30.50 and 30.51
of this chapter, to the extent that the
receipt, possession, use, or transfer of
byproduct material is within the terms
of the general license; provided, how-
ever, that this exemption shall not be
deemed to apply to any such person
specifically licensed under this chap-
ter.

(c) Any person who acquires, re-
ceives, possesses, uses, or transfers by-
product material in accordance with
the general license in paragraph (a) of
this section:
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§§31.13-31.20

(1) Shall notify the NRC should there
be any indication of possible damage to
the product so that it appears it could
result in a loss of the radioactive mate-
rial. A report containing a brief de-
scription of the event, and the remedial
action taken, must be furnished to the
Director of the Office of Federal and
State Materials and Environmental
Management Programs, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001 within 30 days.

(2) Shall not abandon products con-
taining radium-226. The product, and
any radioactive material from the
product, may only be disposed of ac-
cording to §20.2008 of this chapter or by
transfer to a person authorized by a
specific license to receive the radium-
226 in the product or as otherwise ap-
proved by the NRC.

(3) Shall not export products con-
taining radium-226 except in accord-
ance with part 110 of this chapter.

(4) Shall dispose of products con-
taining radium-226 at a disposal facil-
ity authorized to dispose of radioactive
material in accordance with any Fed-
eral or State solid or hazardous waste
law, including the Solid Waste Disposal
Act, as authorized under the Energy
Policy Act of 2005, by transfer to a per-
son authorized to receive radium-226 by
a specific license issued under part 30
of this chapter, or equivalent regula-
tions of an Agreement State, or as oth-
erwise approved by the NRC.

(5) Shall respond to written requests
from the NRC to provide information
relating to the general license within
30 calendar days of the date of the re-
quest, or other time specified in the re-
quest. If the general licensee cannot
provide the requested information
within the allotted time, it shall, with-
in that same time period, request a
longer period to supply the information
by providing the Director of the Office
of Federal and State Materials and En-
vironmental Management Programs,
by an appropriate method listed in
§30.6(a) of this chapter, a written jus-
tification for the request.

(d) The general license in paragraph
(a) of this section does not authorize
the manufacture, assembly, dis-
assembly, repair, or import of products
containing radium-226, except that

10 CFR Ch. | (1-1-10 Edition)

timepieces may be disassembled and
repaired.

[72 FR 55927, Oct. 1, 2007]
§§31.13-31.20 [Reserved]

§31.21 Maintenance of records.

Each record required by this part
must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the
original or a reproduced copy or a
microform provided that the copy or
microform is authenticated by author-
ized personnel and that the microform
is capable of producing a clear copy
throughout the required retention pe-
riod. The record may also be stored in
electronic media with the capability
for producing legible, accurate, and
complete records during the required
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as
letters, stamps, initials, and signa-
tures. The licensee shall maintain ade-
quate safeguards against tampering
with and loss of records.

[63 FR 19246, May 27, 1988. Redesignated at 72
FR 55927, Oct. 1, 2007]

§31.22 Violations.

(a) The Commission may obtain an
injunction or other court order to pre-
vent a violation of the provisions of—

(1) The Atomic Energy Act of 1954, as
amended;

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or

(3) A regulation or order issued pur-
suant to those Acts.

(b) The Commission may obtain a
court order for the payment of a civil
penalty imposed under section 234 of
the Atomic Energy Act:

(1) For violations of—

(i) Sections 53, 57, 62, 63, 81, 82, 101,
103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended;

(ii) Section 206 of the Energy Reorga-
nization Act;

(iii) Any rule, regulation, or order
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion;

(iv) Any term, condition, or limita-
tion of any license issued under the
sections specified in paragraph (b)(1)(i)
of this section.
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